From: Shannon_Teresa

To: Kaiser _Jonathan

Cc: Lambert _Jason; Zhao Jay

Subject: FW: OEHHA response letter re pCBSA
Date: Tuesday, June 23, 2015 10:00:00 AM
Attachments:

FYI

Teresa Shannon

STSC/ERASC Administrator and Project Action Lead
National Center for Environmental Assessment (NCEA)
U.S. Environmental Protection Agency

26 W. Martin Luther King Drive (MS A-110)

Cincinnati, Ohio 45268

(513) 569-7596 voice

(513) 487-2542 fax

shannon.teresa@epa.gov

Please consider the environment before printing this e-mail

From: Scozzafava, MichaelE

Sent: Monday, June 22, 2015 3:41 PM

To: Gatchett, Annette; Shannon, Teresa
Subject: FW: OEHHA response letter re pCBSA

Hi Annette and Teresa,
Just FYI = no action needed.

Mike

Michael Scozzafava, Chief
Science Policy Branch
OSRTI, OSWER

p: 703-603-8833

cell: 202-407-2555

From: Lyons, John

Sent: Wednesday, June 17, 2015 11:29 PM

To: Scozzafava, MichaelE

Subject: Fwd: OEHHA response letter re pCBSA

Mike

Fyi
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Office of Environmental Health Hazard Assessment

George V. Alexeeff, Ph.D., D.A.B.T., Director

Headquarters » 1001 | Street » Sacramento, California 95814
\ Mailing Address: P.O. Box 4010 » Sacramento, California 95812-4010

Oakland Office » Mailing Address: 1515 Clay Street, 16™ Floor e Oakland, California 94612

Matthew Rodriquez Edmund G. Brown Jr.
Secretary for Governor
Environmental Protection
June 9, 2015
John Lyons

Acting Assistant Director

Superfund Division

United States Environmental Protection Agency, Region IX
75 Hawthorne Street

San Francisco, California 94105-3901

Dear Mr. Lyons:

Thank you for your May 12, 2015 letter detailing the US Environmental Protection
Agency’s Superfund Technical Support Center (STSC) review of the Office of
Environmental Health Hazard Assessment's (OEHHA'’s) toxicological assessment for
para-chlorobenzene sulfonic acid (p-CBSA).

The STSC review concluded that the OEHHA document is not reliable due to three
primary issues identified by the reviewers. The first issue is the STSC's disagreement
with the use of decreased body weight gain as the critical effect. OEHHA performed a
current ilterature search and identified the 1985 toxicity study by American Biogenics
Corporation’ as the only study suitable for point of departure (POD) derivation. From
this study, OEHHA identified decreased body weight gain as the critical effect for POD
derivation because body weight gain significantly decreases with increasing dose
(positive trend test p<0.001) and is also statistically significant by analysis of variance
(ANOVA, p<0.05). Given that the study report noted no differences in food
consumption between control and test animals, OEHHA considers the nine percent
decrease in body weight gain in the highest dose animals to be a significant adverse
effect.

STSC considers the clinical signs exhibited by two male animals in the high-dose group
as confounding factors in the decreased body weight gain. OEHHA determined that
decreased body weight gain with no corresponding decrease in food consumption is a
sign of treatment-induced toxicity. The study did not specify the cause of the clinical
signs and we cannot rule out the possibility that they were treatment related. This
determination is consistent with previous assessments by the California Department of

T American Biogenics Corporation (1985). Twenty-eight day oral (gavage) foxicity study in albino rats using A-100 (4-
Chlorobenzenesulfonic acid). Decatur, Il.
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Pesticide Regulation, OEHHA, and the Michigan Department of Environmental Quality?.
The only difference is that OEHHA is now using benchmark dose (BMD) modeling for
determining the POD while previous assessments used the no-observed-adverse-effect
level (NOAEL) of 1,000 mg/kg-day as the POD.

The next two issues identified by the STSC reviewers pertain to OEHHA's application of
uncertainty factors (UFs). The use of UFs in the p-CBSA assessment follows OEHHA's
risk assessment guidelines,® which have been peer-reviewed by an external scientific
review panel and also underwent an extensive public review before they were adopted.
Thus, itis OEHHA's current practice to apply a UFy of 30 to account for the variability in
sensitivity among individuals and a UFp of 3 for database deficiency. As noted in the
attachment to your letter, the total UF of 1,000 would be the same using OEHHA's
procedure and US EPA’s procedure related to uncertainty factors. As for the omission
of the UFp for the chronic acceptable daily dose (ADD), OEHHA explained in the p-
CBSA document that a subchronic UF of 10 was applied to account for an exposure
duration less than eight percent of the lifetime of the test animal to estimate chronic
toxicity. OEHHA determined this 10-fold UF for exposure duration was also sufficient to
account for the lack of long-term studies in the database.

Lastly, the issue of referring to the American Biogenics Corporation study as a 28-day
study is duly noted.

OEHHA appreciates the STSC’s comments on the p-CBSA assessment and we look
forward to the upcoming assessment of p-CBSA by the National Center for
Environmental Assessment.

Sincerely,

Melanie Marty, Ph.D.
Acting Deputy Director, Scientific Affairs

cc. See next page.

2 MDEQ (2006). Toxicological assessment for Part 201 criteria/213 RBSL development, parachlorbenzoic acid, CAS #98-66-8.
January 2006. Michigan Department of Environmental Quality, Remediation and Redevelopment Division, M.

3 Air Toxics Hot Spots Risk Assessment Guidelines: Technical Support Document for the Derivation of Noncancer Reference
Exposure Levels. Office of Environmental Health Hazard Assessment, California Environmental Protection Agency, Sacramento,
CA. http:/fwww.oehha.ca.gov/air/hot_spots/2008/NoncancerTSD_final. pdf
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cC:

Lauren Zeise, Acting Director

Office of Environmental Health Hazard Assessment
1001 [ Street

Sacramento, California 95814

Barbara Lee, Director

California Department Toxic Substances Control
1001 1 Street

Sacramento, CA 95814-2828

Frances Spivey-Weber, Vice Chair

California State Water Resources Control Board
1001 | Street '

Sacramento, California 95814

Tam Doduc, Board Member

California State Water Resources Control Board
1001 | Street

Sacramento, California 95814

Sam Unger, Executive Officer

Los Angeles Region

California Regional Water Quality Control Board
320 W. 4" Street, Suite 200

L.os Angeles, California 90013










Sent from my iPhone

Begin forwarded message:

From: "Barton, Dana" <Barton.Dana@epa.gov>

To: "Stralka, Daniel" <Stralka.Daniel@epa.gov>, "Chavira, Raymond"
<Chavira.Raymond@epa.gov>, "Wetmore, Cynthia"
<Wetmore.Cynthia@epa.gov>, "Jolish, Taly" <jolish.taly@epa.gov>, "Sanchez,

Yolanda" <Sanchez.Yolanda@epa.gov>, "Yogi, David" <Yogi.David@epa.gov>,
"Lyons, John" <Lyons.John@epa.gov>, "MARTINEZ, YARISSA"

<martinez.yarissa@epa.gov>
Subject: OEHHA response letter re pCBSA


mailto:Barton.Dana@epa.gov
mailto:Stralka.Daniel@epa.gov
mailto:Chavira.Raymond@epa.gov
mailto:Wetmore.Cynthia@epa.gov
mailto:jolish.taly@epa.gov
mailto:Sanchez.Yolanda@epa.gov
mailto:Yogi.David@epa.gov
mailto:Lyons.John@epa.gov
mailto:martinez.yarissa@epa.gov

